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510(k) Summary

Substantially New Spacelabs Model Predicate 510(k) Predicate
Equivalent Devices: Number Manufacturer / Model

Spacelabs Multigas K053 599 Spacelabs Medical,
Module, Model 92518 Inc. / Multigas

Analyzer Module
91518 and
Accessories

Device Description: The Spacelabs Multigas Module, Model 92518 (Model 92518) is an
easy-to-use modular unit in the Spacelabs Healthcare Ultraview-family
of monitors (Ultraview). The Module 92518 is inserted into a bay
within an Ultraview monitor. The Ultraview monitor is then used to
control the Model 92518, and provide the user interface for the Model
92518.

The Module 92518 is a sidestreamn analyzer intended to provide a
measurement of the following parameters: Carbon Dioxide (C0 2);
Oxygen (02) and Nitrous Oxide (N20); Anesthetic agents including
Desfiurane; Enflurane; Halothane; Isoflurane; and Sevorfiurane;
Respiratory rate; and Calculated MAC and age-dependent MAC values.

The Spacelabs Ultraview monitors display information from the
Module 92518 and are the user interface for the Model 92518.
Ultraview monitors provide a number display for the anesthetic agent
concentrations and respiratory rate, and a capnograph waveform display
for 02 and CO2 . The Module 92518 automatically identifies which
anesthetic agent or mixture of anesthetic agents is present, and
measures the concentration of the identified agent(s). An alarm is
issued if a mixture of more than two anesthetic agents is detected.

The Module 92518 is intended to be used primarily in the operating
room environment
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Intended Use: The Spacelabs Multigas Module, Model 92518 (Model 92518) is
intended to provide a means of monitoring a variety of gas
concentrations and alert clinical personnel when the concentration of
anesthetic agent(s), oxygen, carbon dioxide or nitrous oxide moves
outside of user-defined limits. The multigas module is capable of
automatically identifying which anesthetic agent(s) is being
administered.

The 92518 Multigas Module is intended to be used with and controlled
by a Spacelabs Healthcare Ultraview-family monitor. The 92518
Multigas Module is intended to be used for monitoring all hospitalized
patients, under the direction of qualified medical personnel.

Although the 92518 Multigas Module alarms when the duration
between breaths exceeds user defined limits, it is not intended to be a
primary diagnostic apnea monitor and/or recording device.

Technology The Model 92518 employs the same technological characteristics as the
Comparison: predicate device.

Characteristic Predicate Device Proposed Device

Sampling Technique Sidestreamn Same

Carbon-Dioxide Infrared Same
(GO 2) Measurement

Oxygen (09) Paramagnetic Same
Measurement

Anesthetic Agent Infrared Same
Measurement

Summary of Performance Testing:

Electrical Safety The Model 92518 was tested for performance in accordance with the
following Standards:

* JEC 6060]-]: 2005, Medical electrical equipment - Part 1: General
requirements for basic safety and essential performance; and

" UL 60601-1: 2003, Medical electrical equipment - Part 1.- General
requirements for basic safety and essential performance.

Test results indicated that the Model 92518 complies with the
Standards.
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Electromagnetic The Model 92518 was tested for performance in accordance with the
Compatibility (EMC) following Standard:
Testing * EC 60601-1 -2: 2007, Medical electrical equipment - Part 1-2:

General requirements for basic safety and essential performance -
Collateral standard: Electromagnetic compatibility - Requirements
and tests.

Test results indicated that the Model 92518 complies with the
Standards.

Software Testing Software device modifications made to the Model 92518 were designed
and developed according to a robust software development process, and
were rigorously verified and validated.

Software information is provided in accordance with internal
documentation and the following Standards and guidance documents:

" FDA guidance: The content ofpremarket submissions for software
contained in medical devices, I11 May 05;

" FDA guidance: Off-the-shelf software use in medical devices, 09
Sep 99;

" FDA guidance: General principles of software validation; Final
guidance for industry and FDA staff I11 Jan 02,

* IEC 60601-1-4.- 2000, Medical electrical equipment Medical
electrical equipment - Part 1-4: General requirements for safety -

Collateral Standard: Programmable electrical medical systems.

Test results indicate that the Model 92518 complies with its
predetermined specification and the Standards and guidance documents.

Performance Testing The Model 92518 was tested for performance in accordance with
internal documentation and the following Standards:

* JEC 60601-1-8: 2006, Medical electrical equipment - Part 1-8:
General requirements for basic safety and essential performance -
Collateral Standard General requirements, tests and guidance for
alarm systems in medical electrical equipment and medical
electrical systems; and

" ISO 2164 7: 2004, Medical electrical equipment -Particular
requirements for the basic safety and essential performance of
respiratory gas monitors.

Test results indicated that the Model 92518 complies with its
predetermined specification and with the applicable Standards.
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Conclusion Verification and validation activities were conducted to establish the
performance and safety characteristics of the software device
modifications made to the Model 92518. The results of these activities
demonstrate that the Model 92518 is safe and effective when used in
accordance with its intended use and labeling.

Therefore, the Model 92518 is considered substantially equivalent to
the predicate device.
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DEPARTMENT OF HEALTH & HUMAN SERVICES PubLit)Ic I Ieziltl icr'e4Food aild D1 ill Administr ation

11)903 XNI lmpshire Avenue
IIoetnnent Control Room -W0(66-0609
S ilver SpiwL, ND 20993-00012

S pacciabs HealMthcare
C/O Mt~r Thomas Kroenke
principal Consultant
Speed To lvarket, Incorporated-5 B
1).C. Box 30 18 L

Nederland, Colorado 80466

Re: KI112173
Trade/Device Name: Spacelabs Multigas Module, IModel 92518
Regulation Number: 21 CFR 868.1700
Regulation Namne: Nitr'ous Oxide Gias Analyzer
Regulat~ory Class: 11
Product Code: CBR, CCK. CBQ NHO. NI-l'. NIIQ CBS, CCL
Dated: September 6, 2011
Received: September 8, 2011

Dear Mr. Kroenke:

We have reviewed your Section 510(k) premarket notification of intent t~o market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosutre) to legally marketed predicate devices marketed in
interstate commerce prior to NMay 28, 1976, the enactment 'date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration. please note: CDRI-l does
not evaluate information related to contract liability warranties. We remind you, however,
that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class [t (Special Controls) or class Ill
(PMA). it may be Subject to additional controls. Existing ma jor regulations affecting your
device can be found in) the Code of Federal Regulations, Title 2 1, parts 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal
Re'ister.
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Please be advised that FDA's issuance of'a substantial equivalence determination does not
mean that. FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and reulations administered by other Fedleral agencies.
YOU muLst comnply With all the Act's reqluiremnrts, inlluding.l btit not imnited to: re-istration
and listing- (2 1 JFR Part 807); labeling (21 C FR Part SO I1) medical device reporting
(reporting of medical device-related adverse events) (2 1 CER 803);: good mna~ctUring
Practice requiremnents as set forth in the quality systems (QS) reCgulation (2 1 CFR Part 820);-
and if' applIicabl e, the electronic product radiation control provisions (Sect ions 531-542 of
the Act); 2 1 CER 1000- 1050.

If you desire specific advice for yotir device on our[ labeling reg'ulationI (2 1 CFR Part 80 1)
please go to ntf: /\v .fdaI.uov/AbouitF DA/Ceniter-sOffices/CDl F/CDRI-[Offices
/ucmn 115 809.hitm for thle Center for Devices and Rad iological HeIalth' s (CD RI-Is) Office of'
Compliance. AlIso, please note thle reg.ulation enti tled, "Misbranding by reference to
premarket notification" (21 CFR part 807.97). For qluestions regarding the reporting of'
adverse events Under thle MDR reCgulation (2 1 CFR Part 803), please goo to

htap//ww. da~nv/Nedial~eice/SaetvRepotapoblin/ce fulthtmfor the CDRI-l 's
Office of> SurIveillance and Biomnetries/Division of Postmarket Surveillance.

YOU mnay obtain other general information Onl your responsi bilIi ties under the Act from the
Division of'Simall Manutfacturers, International and ConIsumer Assistance at its toll-free
number (800) 638-204 1 or (301) 796-7 100 or at its Internet address
hittp://\\wvw. fda.2ov/MedlicalDevices/ReSOL11-CeSfbrYoL/ndsti-v/de%',LllthIL.

Sincerely Yours,

Anthony . atson. B.S., M.S., M.B.A.
Director
Division of Anesthesiology, General H-ospital.

Infection Control and Dental Devices
Office of Device E-valuation
Center for Devices and

Radiological I-ealth

Enclosure



Indications for Use

5 10(k) Number (if known): K . All (3
Device Name: Spacelabs Multigas Module, Model 92518

Indications for Use: The Spacelabs Multigas Module, Model 92518 (Model 92518) is
intended to provide a means of monitoring a variety of gas
concentrations and alert clinical personnel when the
concentration of anesthetic agent(s), oxygen, carbon dioxide or
nitrous oxide moves outside of user-defined limits. The multigas
module is capable of automatically identifying which anesthetic
agent(s) is being administered.

The 92518 Multigas Module is intended to be used with and
controlled by a Spacelabs Healthcare Ultraview-family monitor.
The 92518 Multigas Module is intended to be used for
monitoring all hospitalized patients, under the direction of
qualified medical personnel.

Although the 92518 Multigas Module alarms when the duration
between breaths exceeds user defined limits, it is not intended to
be a primary diagnostic apnea monitor and/or recording device.

Prescription Use X AND/OR Over-The-Counter Use ____

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

'vsion Sign-Off)
Division of Anesthesiology, General Hospital
Infection Control, Dental Devices
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